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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-7, 9-11, 15, 17, 19-34, 36-38, 42, 44, 46-69, 71-74, 78, 80, 82-97, 99- 
102, 106, 108, 1 1 0 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hanover et al. (PN 5,196,002). 

Regarding claims 1 , 28, 55, 83 Hanover et al. discloses a reservoir (See Figure 
6 (336)) containing a drug (See Abstract, Column 5 Lines 34-42); and an electronic 
(See Abstract, Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 43-60) drug 
release mechanism (See Figure 6), for providing said controlled drug release, the 
device being adapted for insertion to an oral (See Column 1 Lines 14-45) cavity of a 
subject. 



Regarding claims 2, 29, 65, 93 Hanover et al. discloses a control unit (See 
Column 2 Lines 3-7, Column 3 Lines 53-63), for controlling said controlled release; an 
electro-mechanical release mechanism (See Figure 6, Column 3 Lines 53-68, Column 
4 Lines 1-9, Column 5 Lines 43-60), which opens to allow the release of said drug, 
responsive to commands from said control unit; and a power source (See Figure 6, 
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Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 43-60), for powering said 
control unit and electromechanical release mechanism. 

Regarding claims 3, 30, 66, 94 Hanover et al. discloses said control unit is 
selected from the group consisting of a dedicated electronic circuitry (See Figure 6, 
Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 43-60), a processor, an 
ASIC, and a microcomputer. 

Regarding claims 4, 31 , 67, 95 Hanover et aL discloses said device for 
controlled drug release further includes a timing device, selected from the group 
consisting of a timer, a clock, a calendar, and a combination thereof (See Figure 6, 
Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 43-60). 

Regarding claims 5, 32, 68, 96 Hanover et al. discloses at least one local sensor 
(See Figure 6, Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 43-60), 
integrated with said device. 

Regarding claims 6, 33, 73, 101 Hanover et al. discloses at least two local 
sensors (See Figure 6, Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 
43-60), integrated with said device. 
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Regarding claims 7, 34, 69, 97 Hanover et al. discloses said at least one local 
sensor is a physiological sensor (See Figure 7 (364)), for drug release responsive to 
measurements of said sensor. 

Regarding claims 9, 36, 71 , 99 Hanover et al. discloses at least one local 
sensor is a status sensor, for ensuring that the device is in proper operating condition 
(See Figure 7 (364)). 

Regarding claims 10, 37, 72, 100 Hanover et al. discloses said local status 
sensor is selected from the group consisting of a sensor for remaining drug in the drug 
reservoir, a sensor for drug flow rate, a sensor for power source condition, and a 
sensor for short-circuit detection (See Figure 6 (352)). 

Regarding claims 1 1 , 38, 74, 102 Hanover et al. discloses at least one 
communication component, selected from the group consisting of a receiver, a 
transmitter, and a transceiver (See Figure 6, Column 3 Lines 53-68, Column 4 Lines 1- 
9, 17-28, Column 5 Lines 43-60). 

Regarding claims 15, 42, 78, 106 Hanover et al. discloses said communication 
component provides communication with at least one remote sensor (See Column 3 
Lines 53-63). 
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Regarding claims 17, 44, 80, 108 Hanover et al. discloses said device further 
includes at least one drug-transfer component for increased drug transfer through a 
biological barrier, by a process selected from the group consisting of iontophoresis, 
electroosmosis, electrophoresis, electroporation (See Abstract), sonophoresis, and 

■ 

ablation (See Figure 6, Column 3 Lines 53-68, Column 4 Lines 1-9, 17-28, Column 5 
Lines 43-60). 

Regarding claims 20, 82, 1 10 Hanover et al. discloses said drug is in nano-size 
particles (See Abstract, Column 5 Lines 34-42). 

Regarding claims 21 , 48 Hanover et al. discloses said device is mounted on a 
dental implement,designed for the oral cavity of the subject (See Figures 6-7). 

Regarding claims 22, 49, 56, 84 Hanover et al. discloses said dental implement 
is selected from the group consisitng of a prosthetic tooth crown, a dental bridge, a 
dental three-unit bridge, dental implant, partial dentures, full dentures, braces, a molar 
band, a night guard, and a mouth guard (See Figures 6-7, Column 1 Lines 14-30). 

Regarding claims 23, 50 Hanover et al. discloses said device is mounted on an 
anchor (See Figure 7 (348)) that may be secured to the oral mucosa or the jawbone. 
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Regarding claims 24, 51 Hanover et al. discloses said device is anchor-free, and 
is directly implanted into a tissue (See Figures 6-7, Column 1 Lines 14- 60). 

Regarding claims 25, 52, 57, 85 Hanover et al. discloses said device is adapted 
to be removably inserted to the oral cavity of the subject (See Figures 6-7, Column 1 
Lines 14- 60). 

Regarding claims 26, 53, 58, 86 Hanover et al. discloses said device is adapted 
to be permanently inserted to the oral cavity of the subject (See Figures 6-7, Column 1 
Lines 14- 60). 

Regarding claims 27, 54, 59, 87 Hanover et al. discloses said device is adapted 
to be permanently inserted to the oral cavity of the subject, and said device further 
includes a removable component, which houses at least one of said drug reservoir 
(See Figure 6 (336)) and said power (See Figure 6 (344)) source. 

Regarding claims 60, 88 Hanover et al. discloses said drug reservoir contains a 
drug is a dosage form for passive, controlled drug release (See Abstract). 

Regarding claims 61 , 89 Hanover et al: discloses said drug reservoir contains a 
drug is a dosage form of nano-size particles (See Abstract, Column 5 Lines 34-42). 
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Regarding claims 62, 90 Hanover et al. discloses an electronic drug release 
mechanism (See Abstract, Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 

43-60). 

Regarding claims 63, 91 Hanover et al. discloses said drug is in a controlled 
release dosage form for a combination of electronic and passive controlled release 
(See Abstract, Column 3 Lines 53-68, Column 4 Lines 1-9, Column 5 Lines 43-60). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 12-14, 18, 39-41, 45, 75-77, 81, 103-105, 109 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Hanover et al. (PN 5,196,002) in view of 
Duhaylongsod (PN 6,127,410). 

Hanover et al. discloses the invention as recited in claims 1 , 28, 55, 83 above, 
however, fails to disclose said communication component provides communication with 
a personal extracorporeal system; said personal extracorporeal system is 
selected from the group consisting of a remote control unit, a computer system, 
a telephone, a mobile phone, a palmtop, a PDA, a laptop, and a combination 
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thereof; personal extracorporeal system is adapted to provide communication between 
said device and a monitoring center. 

Duhaylongsod teaches that it is conventional in the art to utilize said 
communication component provides communication with a personal extracorporeal 
system (See Figure 1, 1C); said personal extracorporeal system is selected from the 
group consisting of a remote control unit (See Figure 1 (14)), a computer system, a 
telephone, a mobile phone, a palmtop, a PDA, a laptop, and a combination thereof; 
personal extracorporeal system is adapted to provide communication between said 
device and a monitoring center (See Figures 1, 1C, Column 20 Lines 65-67, Column 
21 Lines 1-19). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have utilized the communication with an extracorporeal system 
as taught by Duhaylongsod in the Hanover et al device since it would improve surgery 
effectiveness. 

Claims 19, 46, 64, 92 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hanover et al. (PN 5,196,002). 

Hanover et al. discloses one (See Figure 2 (312)) drug reservoir. 

Hanover et al. does not disclose expressly the second drug reservoir. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to double the number of drug 
reservoirs because Applicant has not disclosed that the extra reservoir provides an 
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advantage, is used for a particular purpose, or solves a stated problem. One of 
ordinary skill in the art, furthermore, would have expected Applicant's invention to 
perform equally well with the single reservoir because it would provide adequate 
amounts of medication. 

Therefore, it would have been an obvious matter of design choice to modify 
Hanover et al. to obtain the invention as specified in claims 19, 46, 64 and 92. 

Allowable Subject Matter 

Claims 8, 16, 35, 43, 70, 79, 98, 107 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Gonda etal. (PN 5,743,250), Davidson etal. (PN 6,238,491), 
Biggs (PN 5,755,575) and Dugot (PN 5,738,521), Nickerson et al. (PN 5,292,252), 
Casper et al. (PN 5,170,801) disclose similar controlled drug release oral devices. 

Any inquiry concerning this communication from the Examiner should be directed 
to Examiner Jaime Corrigan whose telephone number is (571 ) 272-4858. The 
Examiner can normally be reached on Monday - Friday from 8:30 a.m. - 6:00 p.m. 2 nd 
Friday off. 
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If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Kevin C. Sirmons, can be reached on (571 ) 272-4965. The fax number for 
this group is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://Dair-direct.usDto.aov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is 

(571)272-3700. 

JC Jaime Corrigan 




June 13, 2006 



Patent Examiner 
Art Unit 3767 




